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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election with traverse of Group II, claims 25-57 in the reply filed on 
5/1 1/2006 is acknowledged. The traversal is on the ground(s) that inventions I and II 
have true reciprocity in that the method claims teach the only practical method of use of 
the system claims. This is not found persuasive because, as stated in MPEP § 
806.05(e), the inventions are distinct if it can be shown that either: (1) the process as 
claimed can be practiced by another and materially different apparatus or by hand, OR 
(2) the apparatus as claimed can be used to practice another and materially different 
process. As stated in the restriction requirement dated 4/11/2006, the apparatus as 
claimed can be used to apply therapeutic pressure of varying duration, frequency and 
magnitude, while the process merely applies a selected magnitude of pressure. Since 
the apparatus as claimed can be used to practice another and materially different 
process, the restriction requirement is still deemed proper. 

2. The applicant also traverses the restriction of inventions III and IV under the 
same arguments as above. Applicant is again referred to MPEP § 806.05(e) (shown 
above), as well as the restriction requirement dated 4/1 1/2006, where it is stated that 
the apparatus as claimed can be used to control the flow of water through a hose. 
Since the apparatus as claimed can be used to practice another and materially different 
process, the restriction requirement is still deemed proper. 

3. The applicant further argues that invention III is nothing more than a more 
specific claiming of the elements of invention I. However, not all of the elements of 
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invention I are included in invention III, specifically means for sensing the patient's ECG 
and blood pressure. As a result, these inventions are related as combination and 
subcombination, and, as stated in MPEP § 806.05(c), these inventions are distinct if it 
can be shown that (1) the combination as claimed does not require the particulars of the 
subcombination as claimed for patentability, and (2) that the subcombination has utility 
by itself or in other combinations. The restriction requirement dated 4/1 1/2006 states 
that the combination as claimed does not require the particulars of the subcombination 
as claimed because the subcombination as claimed can only be applied to pressure 
points on calves, thighs, buttocks, abdomen and chest, while the combination as 
claimed can be used on any pressure points of the body. The subcombination has 
separate utility such as a device for controlling the flow of water through a hose. Since 
the combination as claimed does not require the particulars of the subcombination as 
claimed for patentability, and that the subcombination has utility by itself, the restriction 
requirement is still deemed proper. 

4. The applicant also traverses the restriction of inventions II and IV under the same 
arguments as described above in paragraph 3. Applicant is again referred to MPEP § 
806.05(c) (shown above), as well as the restriction requirement dated 4/11/2006, where 
it is stated that combination as claimed does not require the particulars of the 
subcombination as claimed because the subcombination as claimed can only be 
applied to pressure points on calves, thighs, buttocks, abdomen and chest, while the 
combination as claimed can be used on any pressure points of the body. The 
subcombination has separate utility such as a process for applying air pressure to 
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patients at different times during the respiratory cycle as opposed to during selected 
times during the cardiac cycle, as claimed in the combination. Since the combination as 
claimed does not require the particulars of the subcombination as claimed for 
patentability, and that the subcombination has utility by itself, the restriction requirement 
is still deemed proper. 

5. Finally, the applicant argues that since inventions II and IV and VI share the 
same class and subclass and inventions III and V share the same class and subclass, 
the inventions are merely extensions of each other and not separate inventions. 
However, the fact that inventions have the same classification does not mean that they 
are the same invention or even obvious variants, or extensions, of the same invention. 
Furthermore, despite the fact that these inventions have the same classifications, there 
is still burden on the examiner to examine these inventions since they would require a 
different field of search (see MPEP § 808.02). The varied features claimed in the 
inventions would require divergent searches in order to properly and completely 
examine the inventions. 

6. The requirement is still deemed proper and is therefore made FINAL. 

7. Claims 1-24 and 58-73 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b), as being drawn to a nonelected invention, there being no allowable 
generic or linking claim. Applicant timely traversed the restriction (election) requirement 
in the reply filed on 5/1 1/2006. 

8. Furthermore, the suggestion of applicant to include claim 74 in the elected group 
since it is dependent upon elected claim 25 is acknowledged and accepted. 
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Information Disclosure Statement 

9. The information disclosure statement (IDS) submitted on 1/7/2004 was filed in 
compliance with the provisions of 37 CFR 1.97. Accordingly, the information disclosure 
statement is being considered by the examiner. 

Claim Objections 

10. Claim 57 is objected to because of the following informalities: in line 1 of the 
claim, the comma immediately following "treating a patient" should be removed and in 
line 2, "application" should be replaced with --applied-. Appropriate correction is 
required. 

Claim Rejections - 35 USC §112 

11. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

12. Claims 33, 36, 45, 51 and 52 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. Claim 33 recites the limitation 
"adjusting the delay time from the 'f wave of a patient's ECG and the duration of 
therapeutic pressure application." This is indefinite because in order to have a "delay 
time" there needs to be a definitive starting point and stopping point. Does the time 
start at the onset of the r-wave or the conclusion? Does it end at the beginning of 
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therapeutic pressure application or the end? It is unclear as to how the delay time is 
defined. 

1 3. Regarding claim 36, the claim recites the limitation "the air actuated valves" in 
line 2 of the claim. There is insufficient antecedent basis for this limitation in the claim. 

14. Regarding claim 45, the term "buttocks/chest" is indefinite because it is unclear 
whether it means buttocks and chest or buttocks or chest. As a result, it is also unclear 
as to whether the "compression interval time" is the length of time a therapeutic pulse is 
delivered to each area simultaneously or separately. 

15. Regarding claims 51 and 52, the claims contain the limitations of "the next five to 
ten hours" in claim 51 and "the remainder of 35 hours" in claim 52. There is insufficient 
antecedent basis for these limitations in the claims. 

Claim Rejections - 35 USC § 102 

16. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

1 7. Claims 25-29, 31 , 32, 34-37, 42, 46, 47 and 49 are rejected under 35 

U.S.C. 102(b) as being anticipated by Hui (US 2002/0107461). Hui discloses a method 
of applying therapeutic pressure to exterior pressure points on a patient to treat a 
medical condition. Hui discloses sensing the patient's electrocardiogram (ECG) and 
blood pressure and then applying a selected magnitude of air pressure exteriorly to 
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selected points on the patient following detection of the R wave (para. 0048 and 0090- 
0093). These pressure points can include the calves, the thighs and the buttocks, as 
shown in figure 5. Hui further discloses that the cuffs at each of the pressure points 
normally have a residual pressure equal to the atmospheric pressure (para. 0087). 
Each cuff at each pressure point has individual air actuated inflation valves for 
separately providing air pressure to bladders within the cuffs, as well as deflation valves 
connected to the inflation valves in order to help maintain the residual pressure (see 
figure 6 and para. 0035, 0086 and 0087). As shown in figures 9A and 9B, a sequence 
of therapeutic pressure travel toward the heart (para. 0049). Hui also describes 
applying the therapeutic pressure during both systole and diastole (para. 0008). Hui 
further states that the intervals between therapeutic pressure applications may be 
adjusted manually from the onset of the R wave (para. 0085). 

18. Regarding claims 32, Hui discloses that a peak D/S ratio may be maintained by 
viewing the D/S display and then varying the pressure magnitude (para. 0073). 

19. Regarding claim 34, Hui discloses that any qrs width is acceptable in order to 
begin treatment, and, as a result, sets the minimum qrs width to any value above zero 
(para. 0087). 

20. Regarding claim 42, Hui discloses the use of a pressure sensor 238 in order to 
ensure the correct use of pressure in the system at all times (para. 0046). 

21. Regarding claims 46 and 47, Hui shows in figure 24 many function icons on the 
display screen that can be selected and allows for the actuation of inflation valves with 
selected delay time and compression period, as well as at a selected pressure (para. 
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0067). Therefore, a physician could choose to lower the therapeutic pressure at any 
time. 



Claim Rejections - 35 (JSC § 103 

22. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

23. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

24. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 
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25. Claims 49, 55-57 and 74 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over HuL Hui, as described above, discloses the applicant's basic 
invention but fails to explicitly describe controlling the D/S ratio in order to not exceed 
the heart's capacity to eject a therapeutic portion of blood. However, the device of Hui 
is stated to be a therapeutic device, and, as a result, it would have been obvious to one 
of ordinary skill in the art that the D/S ratio would need to be set to allow the heart to 
eject a therapeutic capacity of blood in order to effectively provide therapy to, and not 
further harm, the patient. 

26. Regarding claims 55-57, Hui discloses the recited steps, as described above, but 
is silent as to whether they should be used specifically on patients with septic shock, 
peripheral edema, or a deployed femoral catheter. However, it would have been 
obvious to one of ordinary skill in the art at the time of the applicant's invention to use 
the system and method of Hui to treat these issues, since Hui is a circulation therapy 
device and has described a general method for treating these and many other 
circulatory problems. 

27. Regarding claim 74, it is well known in the art that "Ejection fraction" refers to the 
ratio of the volume of blood the heart empties during systole to the volume of blood in 
the heart at the end of diastole expressed as a percentage. Therefore, it would have 
been obvious to one of ordinary skill in the art at the time of the applicant's invention to 
set a patient's target D/S ratio in proportion to the left ventricular ejection fraction, 
because in reality, they are one in the same. 
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28. Claims 30, 40, 41, 43, 44 and 48 rejected under 35 U.S.C. 103(a) as being 
unpatentable over Hui in view of Abramov et al. (US 5,806,512, hereinafter Abramov). 
Hui, as described above, discloses the applicant's basic invention with the exception of 
setting therapeutic parameters that are used in the absence of an ECG signal. 
Attention is directed to the secondary reference of Abramov, which discloses a method 
of treating a patient with no heart action (i.e. no ECG) by using air-inflatable cuffs. 
Abramov specifically discloses selecting the compression rate, pressure and duration of 
therapeutic pressure delivered to a patient while the patient does not have a heart 
rhythm (Col. 4, lines 21-48). Abramov further discloses using a chest cuff 14 in addition 
to leg cuffs 10 in order to compress the heart during cardiac arrest (Col. 4, line 62- Col. 
5, line 10). Therefore, it would have been obvious to one of ordinary skill in the art to 
modify the system of Hui by adding the ability to deliver treatment in the absence of an 
ECG signal as taught by Abramov in order to assist circulation in patients with a failed 
heart condition. 

29. Regarding claims 40, 41 , 43 and 44, Hui discloses the applicant's basic invention 
with the exception of using a mouthpiece to deliver air pressure into a patient's airway 
for a selected time and rate. Again, attention is directed to the secondary reference of 
Abramov, which discloses a mouthpiece 46 that is inserted into a patient's mouth and 
allows for a selected air pressure for a selected time and rate to deliver air into the 
patient's airwaves (Col. 4, lines 1-20). Therefore, it would have been obvious to one of 
ordinary skill in the art to modify the method of Hui by adding the mouthpiece of 
Abramov in order to provide oxygen to a patient that has lost pulmonary function. 
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30. Claims 38 and 39 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hui in view of Zheng et al. (US 4,753,226, hereinafter Zheng). Hui, as described above, 
discloses the applicant's basic invention with the exception of including cuffs on the 
abdomen and chest of the patient. Attention is directed to the secondary reference of 
Zheng, which discloses a counterpulsation system which uses cuffs on the lower 
abdomen and on the chest of the patient (see Abstract and figure 1). Therefore, it 
would have been obvious to one of ordinary skill in the art at the time of the applicant's 
invention to modify the method of Hui by adding the chest and abdomen cuffs of Zheng 
in order to more effectively drive blood to the lower extremities of the body (Col. 5, lines 
43-46). 

31. Claim 53 is rejected under 35 U.S.C. 103(a) as being unpatentable over Hui in 
view of Bullard (US 4,865,020). Hui, as described above, discloses the applicant's 
basic invention with the exception of applying therapeutic pressure application for an 
hour a day. Attention is directed to the secondary reference of Bullard, which discloses 
a therapeutic external pressure application method for improving the circulation of a 
patient, where the application is applied once daily for an hour (Col. 2, lines 45-47). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time of the 
applicant's invention to modify the method of Hui by applying therapy for an hour per 
day in order to mimic an exercise schedule. 
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Allowable Subject Matter 

32. Claims 50 and 54 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

Conclusion 

33. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Shabty et al. (US 6,450,981) discloses a counter pulsation 
system with abdomen and leg cuffs. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric D. Bertram whose telephone number is 571-272- 
3446. The examiner can normally be reached on Monday-Thursday and every other 
Friday from 9-6:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert E. Pezzuto can be reached on 571-272-6996. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Examiner 
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